Extractables Testing of Silicone Gel-Filled Devices

1.0  CONCLUSION

Despite the difference in extraction techinique, the ten years between sample production
and the difference in analytical techniques, the quantitative results of the repeat festing
are in good agreement with the previous test results {see Tablke 6).

» Implant gel comains up 1o by weight of moaterial extractable by hexane. Gf
this less than 1% are components of molecular weight less than 1500. Unlike the
data previously submitted, the gel extracts contained no detectable components
with less than 10 siloxene Enakages (<D or Lg). This is likely due to
improvements in the for the polymer used for
the gel. The bulk of the hexane extracts of gel appear to be the
of peak molkcular weight between used in the gel formula®, In
addition, the hexans extracts of gel contaln a soall amount of

» The shell and patch contain two types of extractable components, both sifoxanes.
There is & small amount (estimated 1/3 of the extracts) of high molecular weight
sifoxane consistent with the base polymer used in the formulation of the sheil
material A larger amount is a series of
siloxanes at a Jevel and distribution consistent with that expested from
equilibrated wiloxane stripped of volatile species™.

¢ Extracts of the shell and patch which bave been exposed to gel contain
components seen in extracts of each material. The gravimetric resalts indicate that
the gel dissolves into the shellat about  of the weight of the shell. The
difference m the confent of constituents to Mw<1500 between the implant shell
and the virgin shell suggests that these lower molecular weight components of the
gel are preferentially soluble i the shell,

Table 6: Hexane extractable content of gel-filled implant materials (weight % of materiab)

Weight % of oligomers of Mw < 1500
' Total wi% | Total %
siloxanes | silowanes siloxanes
' Hexane extracts |Amendment 19 0.717 0.155 | 0 0.872 542
of el |7 tosting 046 | 004 0.024 0.558 713
| Hexane extracts Amendment 19 0.516 [y 11358 0.874 12
of implant shefls fhis testing 0.346 06074 0.082 0.502 .45
_ 0.383 0.086 0.081 0.550 9.2
Hexane extracts [Amendment 19 0.258 0 1.566 1434 415
of virgin shelis [um testing 0.197 i 0.281 0478 3.74
0.187 o 1271 0.458 3,53
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